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• WHY CHANGE 
THE CONTENT OF 
LABELING THAT  
HAS WORKED FOR 
DECADES ????



• Difficult to read - Font size and 
paper shape limits readability 
and duplication

• Difficult to access – distribution 
limited (e.g., pharmacy shelf)

• Difficult to use – information in 
paper labels cannot be 
accessed by computer 
systems



• The Labeling Rips when 
it is Removed!

• Critical data is missing.
• The Product can outdate 

the Labeling
• The Labeling is Often 

in the Container



Labeling Sections are Difficult to 
Locate

The amount of intervening text 
varies.

Section locations occasionally 
vary.

This variability results in wasted 
time and effort looking for the 

critically needed drug 
information!



Components of SPL
• Administrative
• Content of Labeling
• Product data elements



SPL Stylesheet View/Source Code



Administrative 
(Document Tracking Information)

Basic information to identify the SPL document:

• Document ID: is a Globally Unique Identifier (GUID) and is unique for each 
version of the document. Letters used in a GUID are lower case. 

• Document Type: The <code> is the LOINC code which provides 
information on the document type. 

• Effective Time: provides a date reference to the SPL version including the 
year, month and day as yyyymmdd. 

• SetID: is a GUID and is a unique identifier for the document that remains 
constant through all versions/revisions of the document. 

• Version number: is an integer greater than zero that provides a sequence 
to the versions of the document. 



Content of Labeling
• Sections and Subsections
• Symbols and Characters
• Font Effects
• Footnotes
• Lists
• Tables
• Images



CoL & eList Data

• Content of labeling and product data 
elements are included in ONE document

• Keeps content of labeling and data 
elements for listing in one document 



Fulfill Two Regulatory 
Requirements

• Companies with application products 
regulated by CBER & CDER can fulfill two 
regulatory requirements using SPL
– Electronic Labeling Rule – Prescription drug 

products
– Drug listing (electronically)



Drug Listing/CoL 
SPL Document



Additional Info in CoL SPL R4 File

• Attached information
• Product Data Elements
• Establishment Info
• Registrant Info



Transitioning from SPL R3 to R4

• R4 SPL with highlights R4 documents:
– Ensure that you enter title for release four SPL (drug 

names, Initial US approval date, etc…)
• Boilerplate text for “title” is no longer rendered by stylesheet.

– Include adverse reactions statement as free text
• boilerplate text for this section no longer rendered by 

stylesheet in SPL R4
• (boilerplate text still rendered for SPL R3 PLR documents)



SPL Document Titles (R3 & R4)

• SPL document “titles” – Rendering of title 
information altered in response to 
Applicant/Reviewer feedback

• SPL Release Three documents – “SPL 
Header/Title” – concatenation of data 
elements

• SPL Release Four documents – “title” – 
free text entered by document authors



SPL R3 Header/SPL Title

• Final SPL



SPL R3 Header/Title cont…

• Approved PI (PDF)



SPL R4 Header/Title

• Final SPL



SPL R4 Header/Title cont…

• Approved PI (PDF)



SPL R4 
Adverse Reactions Statement

• SPL R3 – Boilerplate text
• SPL R4 – Free text – as entered by 

document author
• (looks similar in both releases)



SPL Submission for Application 
Product Listing in Paper Format 

***Under Consideration***
PublicFDAApplicant

SPL release 3

Submission

Prior approval EDR

SPL release 3CBE, FS, annual report Post

Application

ELIPS

Listing

PaperCBE, FS, annual report

EDR



SPL Submission for Application 
Product Listing in Electronic Format 

***Under Consideration***
PublicFDAApplicant

SPL release 4

Submission

Prior approval

SPL release 4CBE, FS, annual report

Application

Listing

CBE, FS, annual report SPL release 4 SPL release 4ELIST

EDR

EDR



Product Listing in Electronic Format 
with Link to Posted SPL file 
***Under Consideration***

PublicFDAApplicantSubmission

Prior approval

LinkCBE, FS, annual report

Application

Listing

CBE, FS, annual report SPL release 4 SPL release 4ELIST

SPL release 4 EDR



SPL-related 
Technical Assistance/Questions

• SPL e-mail account (spl@fda.hhs.gov)



Next Session

• Product Data Elements
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